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DETAILED ACTION 

Claims 1-67 are pending in the case. 

Receipt of the Information Disclosure Statement on 1/22/07 is acknowledged. 

Claims 13-67 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on 8/2/06. 

Any rejection of record in the previous action not addressed in this office action is 
withdrawn. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-8 are rejected under 35 U.S.C. 102(b) as being anticipated by Bilcock 
etal. (J. Biol. Chem. 274, 51, 36379-36386, 1999) (cited by applicants. 

Bilcock et al. disclose a vector comprising a recognition site for Sgfl, which 
generates a 3TA overhang, which is 5' to a recognition site for a second restriction 
enzyme which generates blunt ends, i.e. an enzyme such as Sail, EcoRV, or Ball, 
Hindlll, which may yield blunt ends (see Fig. 1, pDB8 or pDB7). The vector would, 
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when cut digested with the first and second restriction enzymes and ligated to a DNA 
fragment comprising an open reading frame flanked by the ends recited in claim 1 , yield 
a recombinant vector comprising the open reading frame. It is noted that the second 
phrase, i.e. that reciting the DNA fragment, does not limit or change the claimed subject 
matter, which is the vector comprising the first and second restriction site. 

This rejection is maintained essentially for the reasons made of record in the 
previous Office action, mailed 10/20/06. Applicant's arguments filed 1/22/07 have been 
considered but have not been found convincing. 

Applicant has argued that the vectors disclosed in Bilcock et al." i.e. pAT153, 
pDB7, and pDB8 in Figure 1, if cleaved with a restriction enzyme that generates a 3' TA 
overhang (Sgfl in pAT153, pDB7, and pDB8) and a restriction enzyme which generates 
blunt ends (SrJI in pAT153, pDB7, and pDB8), would not yield a vector backbone where 
the end generated by Sgfl could be ligated 5' to an open reading frame, because the 
restriction enzyme which generates blunt ends in pAT153, pDB7, and pDB8 is 5' to the 
site for Sgfl". However, it is maintained that the reference is properly cited, since the 
restriction enzyme that generates a 3TA overhang, i.e. Sgfl in pDB7 and pDB8, 
generates the same 3TA overhang on each side or strand of the restriction site, and 
therefore applicant's statement that "the restriction enzyme which generates blunt ends 
in pAT153, pDB7, and pDB8 is 5' to the site for Sgfl" is not agreed with. Since the 
vector is a plasmid and is circular, and the Sgfl cut site is symmetrical, the blunt end cut 
site is 5' of the Sgfl site. Applicant's further arguments at page are drawn to vectors, 
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which were not cited in the previous action. Therefore, applicant's arguments are not 
found convincing and the rejection is maintained. 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

This is a new rejection necessitated by applicant's amendments to the claims. 

Claims 1 and by dependence claims 2-12 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter that was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

The specification as originally filed does not provide support for the invention as 
now claimed: "wherein the site in the recombinant vector formed by ligation of the 3' TA 
overhang and the end generated by Sgfl is 5' to the open reading frame, and wherein if 
the vector backbone has an open reading frame that is 5' to the site and is in frame with 
the open reading frame 3' to the site, the vector backbone includes a promoter that is 
operably linked to the open reading frame which is 5' to the site". 

This is a new matter rejection. The specification does not provide sufficient 
blazemarks nor direction for the instant methods encompassing the above-mentioned 
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limitations, as currently recited. The instant claims now recite limitations which were not 
clearly disclosed in the specification as-filed, and now change the scope of the instant 
disclosure as-filed. Such limitations recited in the present claims, which did not appear 
in the specification, as filed, introduce new concepts and violate the description 
requirement of the first paragraph of 35 U.S.C. 112. 

Claims 10-12 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter, 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

This rejection is maintained for the reasons made of record in the previous Office 
action, mailed 10/20/06. 

To recapitulate: 

The rejection is based on the Guidelines for the Examination of Patent 
Applications under the 35 U.S.C. 112, first paragraph "Written Description published in 
the Federal Register (Volume 66, Number 4, Pages 1099-1111). Claims 10-12 are 
drawn to a vector comprising a recognition site that generates a 3TA overhang which 
is 5' to a recognition site for a second enzyme that generates blunt ends, which vector 
when digested with said enzymes and ligated to a DNA fragment comprising an open 
reading frame flanked by an end generated by Sgfl and an end generated by a third 
restriction enzyme that has infrequent restriction sites in cDNAs or open reading frames 
from at least one species and generates blunt ends yields a recombinant vector 
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comprising the open reading frame, and wherein the ligation generates particular 
sequences recited in claims 10-12. Claims 10-12 are genus claims in terms of vectors 
which when cut with restriction enzymes which generate a -TA end and a blunt end, 
and when ligated to fragments having ends generated by Sgfl and an enzyme which 
has infrequent restriction sites in cDNAs or open reading frames from at least one 
species and generates blunt ends, yields particular sequences at the ligation point. The 
The claims encompass a broad class of vectors having any restriction enzyme sites 
that meet certain characteristics regarding frequency of occurrence and the ends 
produced after restriction, and the resulting sequences after ligation to DNA fragments, 
and many unspecified and unknown restriction sites and enzymes may be 
encompassed which are not described. While the specification provides general 
information on the nature of the sites, which may be utilized, there is no disclosure of 
the precise structure of a representative number of restriction sites that are 
encompassed by the claim. One of skill in the art cannot envision all the vectors having 
restriction sites, which will yield the claimed vector based on the teachings of the 
specification. Therefore, the specification does not describe the claimed vectors having 
particular restriction enzyme sites in such full, clear, concise and exact terms so as to 
indicate that Applicant has possession of the method at the time of filing the present 
application. Thus, the written description requirement has not been satisfied. 

Applicant's arguments filed 1/22/07 have been considered but have not been 
found convincing. 
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Applicant has argued that stop codons are known, as well as restriction enzymes 
that leave 3' TA ends, blunt ends, and that cut infrequently in cDNAs. It is 
acknowledged that such enzymes are known in the art. However, it is maintained that 
the claims are drawn to vectors which when cut with restriction enzymes which generate 
a -TA end and a blunt end, and when ligated to fragments having ends generated by 
Sgfl and an enzyme which has infrequent restriction sites in cDNAs or open reading 
frames from at least one species and generates blunt ends, yields particular sequences 
at the ligation point. There is insufficient written description of such enzymes and 
vectors that will result when ligated to fragments, will result in the recited particular 
sequences. Therefore, the rejection is maintained. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nancy T. Vogel whose telephone number is (571) 272- 
0780. The examiner can normally be reached on 7:00 - 3:30, Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on (571) 272-0739. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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